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SAMPLE CONSENT TEMPLATE FOR KIDNEY TRANSPLANT RECIPIENTS
EACH PARTICIPATINGTRANSPLANT CENTER MUST ADAPT TO FULFILL THE LOCAL IRB
REQUIREMENTS

INFORMATION ABOUT THIS FORM
You may be eligible to take partin a research study. Thisform givesyouimportantinformation about the study.
It describes the purpose of the study, and the risks and possible benefits of participatingin the study.

Please take time toreview this information carefully. Afteryou have finished, youshouldtalk to the researchers
aboutthe studyand ask them any questions you have. You may also wish to talk to others (forexample, your
friends, family, orother doctors) about your participationin this study. If you decide to take part in the study, you
will be asked tosign thisform. Before yousign thisform, be sure you understand whatthe study is about,
including the risks and possible benefits toyou.

1. GENERAL INFORMATION ABOUT THIS STUDY AND THE RESEARCHERS
1.1 Study title:
Randomized Controlled Trial to Evaluate the Effect of Lost Wage Reimbursementto Potential Kidney Donors on
Living Donation Rates (Donor Lost Wages Study)

1.2 Company or agency sponsoring the study:
Laura and John Arnold Foundation

1.3 Names, degrees, and affiliations of the researchers conducting the study:
SITE SPECIFIC

2. PURPOSE OF THIS STUDY
2.1 Study purpose:
Thisresearch study is being done to learnif offeringto reimburse kidney donors for wages they wo uld lose by
being off work during the donation evaluation and surgery processincreases yourlikelihood of receivingaliving
kidney transplant within one year.

3. INFORMATION ABOUT STUDY PARTICIPANTS
Taking part in this studyis completely voluntary. You do not have to participate if you don't want to. You may
alsoleave the study at any time. If youleave the study beforeitisfinished, there will be no penalty toyou, and
you will notlose any benefits to which you are otherwise entitled.

3.1 Who can take part in this study?
All potential kidney transplant recipients who:
e Areatleast18 yearsold
o Do not need more than one organ transplanted (kidney-only transplant; if you planto have a pancreas
transplantaftera livingdonorkidney transplant you can still participate in this study)
e Have not receivedatransplant (of any organ) before

3.2 How many people (participants) are expected to take part in this study?
2,750 people are expected to participate, XXX ATYOURSITE, and the remainder at othersites around the United

States.
4. INFORMATION ABOUT STUDY PARTICIPATION
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4.1 What will happento me in this study?

Afteryou have signed this consent form, we will randomly assign you to one of two groups. You have an equal
chance of being assigned to each group. The study computerwill dothe equivalent of a coin toss to decide what
groupyou willbein. If youare assigned to the treatment group, we will be able to provide yourlivingdonor, if
you have one, with reimbursement of wages they lose as aresult of the donor evaluation and surgery. If you are
assigned to the control group, you will receiveall of your normal care, as will any living donors that come forward
on yourbehalf. However, yourlivingdonor, if you have one, willnot be reimbursed forlost wages.

While you’re here foryourvisit, we will review your medical record and collect some basicinformation about you,
including:

e Dialysisinformation (ifyou are already on dialysis)

e Incomeinformationandhouseholdsize

e Information aboutany possible kidney donors known at the time of your first visit

Six monthsand one year afterwe’ve collected the information above, we’'ll collect additional information from
your medical records about whether you’ve started on dialysis (if you weren’t on it before), you’vehad a
transplant or not, and if you haven’t had a transplant, the reasons why.

4.2 How much of my time will be needed to take part in this study?

Participationin this study mayincrease the time spentatyour evaluation visit by 15-20 minutes. Information
required forthe six-month and one-year follow-up willbe gathered from your medical record and will not require
you to come to the transplant program.

4.3 When will my participation in the study be over?
Your participation willend no laterthan one year after the first study visit.

5. INFORMATION ABOUT RISKS AND BENEFITS
5.1 What risks will | face by taking part in the study? What will the researchers do to protect me against these
risks?
There isthe possibility of abreach of confidentialityand your participation could become known outside the
research study. Once you are enrolled into this research study, you are assigned aunique Study ID Number. All
information will be labeled with this Study ID number; your name and any otheridentifyinginformation will not
be recorded. Only the researchteam at XXX YOUR SITE will know your name and study ID number. The Data
Coordinating Center will only use the de-identified Study ID number.

The investigatoris willing to discuss any questions you might have about thisrisk.

As with anyresearch study, there may be additional risks thatare unknown orunexpected.

5.2 What happensif | get hurt, become sick, or have other problems as a result of this research?

The researchers have taken stepsto minimize the risks of this study. Evenso, you maystill have problems, even
whenthe researchers are careful to avoid them. Please tell the researchers listed in Section 10 "Contact

Information" (below) about any problems that you have during this study.

5.3 If | take part in this study, can | also participate in other studies?
Yes.

5.4 How could | benefitif | take part in this study? How could others benefit?
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You may notreceive any direct personal benefits from beingin this study. Possible benefits of the research for
future people with kidney disease include increasing the number of peoplewho are willingto donate akidney to
someone who needs akidney transplant. Youmay indirectly benefitif you are assigned to the treatment group
and receive alivingdonortransplant from a person who could not have donated without the lost wage
reimbursement.

6. OTHER OPTIONS
6.1 If | decide not to take part in this study, what other options do | have?
Participationin this studyis completely voluntary and youralternativeis notto participate. You will receivethe
same medical treatment from your doctors whether or not you take part in this study, and there will be no
penalty orloss of benefits to which you are entitled.

7. ENDING THE STUDY

7.1 If | want to stop participating in the study, what should | do?
You are free toleave the study at any time. If you leave the study before itis finished, there will be no penalty to
you. You will notlose any benefits to which you may otherwise be entitled. If youchoose totell the researchers
why you are leaving the study, yourreasons forleaving may be kept as part of the study record. If you decide to
leave the study before itis finished, please tell one of the persons listed in Section 10 “Contact Information”
(below). Evenifyoudecidetoleave the study early, we will review your medical chart at six months and one year
later, unless you specifically request us not to do so.
7.2 Could there be any harm to me if | decide to leave the study before it is finished?
No.
7.3 Could the researchers take me out of the study evenif | want to continue to participate?
Yes. There are many reasons why the researchers may need to end your participationin the study. Some
examplesare:
The researcherbelievesthatitisnotin yourbestinteresttostay inthe study.
You become ineligible to participate.
Your condition changes and you no longerneed akidney transplant
You do notfollow instructions fromthe researchers.
The study is suspended or canceled.

8. FINANCIALINFORMATION
8.1 Who will pay for the costs of the study? Will |l or my health plan be billed for any costs of the study?
There are no costs or billingforthis study. There will be no costto you or your insurance company forany study-
related activities.

ANENENENEN

You or your health insurance company will be responsible for costs related to the evaluation, surgery and follow-
up of your kidney transplant.

Itisimportantto understand that some insurance companies may not coverall of the above listed costs. If your
insurance company does not cover a treatment or procedure, you may be required to pay for it.

By signing thisform, you do not give up your rightto seek paymentif you are harmed as a result of beingin this
study.

8.2 Willl be paid or given anything for taking part in this study?
No.

8.3 Who could profit or financially benefit from the study results?
No person ororganization has a financial interestin the outcome of the study.
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9. CONFIDENTIALITY OF SUBJECT RECORDS AND AUTHORIZATION TO RELEASE YOUR PROTECTED HEALTH
INFORMATION

The information below describes how your privacy and the confidentiality of your research records will be
protectedinthisstudy. Protected Health Information (PHI)is any health information through which you can be
identified. Protected Health Information is protected by federal law under the Health Insurance Portability and
Accountability Act of 1996 (HIPAA). A decision to participate in this research meansthatyou agree toletthe
research team use and share your PHI for the study explained above. Study PHI will be keptinyourresearch
record and only the research team will have access to this information.

9.1 How will the researchers protect my privacy?

Once you are enrolled into this research study, you are assigned a unique Study ID Number. All information will be
labeled with this de-identified number (Study ID number). Only the research team at XXX YOUR SITE will know
your name and study ID number. Information sent to the Data Coordinating Center will only use the de-identified
numberstudy ID. This way only the research team at this clinical site will be able toidentify you. You will not be
identified inany reports or publications that arise from this study. We will take every precaution to protectyour
confidentiality.

9.2 What information about me could be seen by the researchers or by otherpeople? Why? Who might seeit?
Signing this form gives the researchers your permission to obtain, use, and share information about you for this
study, andis requiredin orderforyouto take part inthe study. Information about you may be obtained from any
hospital, doctor, and otherhealth care providerinvolved in your care.

Information about you may include information about health and medical care beforeand during the study, even
if that information wasn't collected as part of this research study. Forexample:
e Hospital/doctor's office records
o Allrecordsrelatingtoyour kidney disease and transplant, including information about your living
donorcandidates
e Financial information

There are many reasons why information about you may be used or seen by the researchers or others during or
afterthisstudy. Examplesinclude:
e Theresearchers may needthe information to make sure you can take part in the study.
e University, Food and Drug Administration (FDA) and/or other government officials, auditors, and/orthe
IRB may need the information to make sure that the studyisdoneina safe and proper manner.
e Studysponsorsor funders, orstudy monitors, may need the information to:
o Checkthat the data you provide is beingrecorded correctly
o Make sure the studyis done safely and properly
o Analyze the results of the study
e Federal orState law may require the study team to give information to government agencies. For
example, to preventharmto you or others, or for publichealth reasons.

The results of this study may be publishedin an article ina medical journal, butwould notincludeany information
that would let others know who you are.
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A description of this study will be available on http://www.clinicaltrials.gov/. This Web site willnotinclude
information that canidentify you. At most, the Web site will include asummary of the results. You can search this
Web site at any time.

9.3 What happens to information about me after the study is over or if | cancel my permission?

Your participationis voluntary; you may choose notto participate in this research study or withdraw atany time.
Your choice will not affect the commitment of your health care providers to care for you and there will be no
penalty orloss of benefits to which you are otherwise entitled. If you decide to end participation in the study,
please contactthe investigator.

As arule, the researchers will not continueto use ordisclose information about you, but will keep it secure until it
isdestroyed. Sometimes, it may be necessary forinformation about you to continue to be used or disclosed, even
afteryou have canceled your permission orthe study is over. Examples of reasons for thisinclude:
e Toavoidlosingstudyresultsthat have alreadyincluded yourinformation
e To provide limited information forresearch, education, or otheractivities (Thisinformation would not
include your name, social security number, oranything else that could let others know who you are.)
e To helphospital, sponsorand government officials make sure that the study was conducted properly
e Asrequiredbyapplicable Federal orstate law. Forexample, if you withdraw from the study atany time, a
record of your withdrawal and the reasons you gave for withdrawing will be kept as part of the study
record. In addition, government officials who are responsible for oversight and review of clinical t rials may
require certain disclosures.

Note that once yourinformation has been shared with others as described under Question 9.2, it may no longer
be protected by the privacy regulations of the federal Health Insurance Portabilityand Accountability Act of 1996
(HIPAA).

9.4 When does my permission expire?
Your permission expires at the end of the study, unless you cancel it sooner. You may cancel your permission at
any time by writing to the researchers listed in Section 10"Contact Information" (below).

10. CONTACT INFORMATION
10.1 Who can | contact about this study?
Please contact the researcherslisted below to:
e Obtain moreinformationaboutthe study
e Aska questionaboutthe study procedures ortreatments
e Talk aboutstudy-related costs to you or your health plan
e Reportanillness, injury, orotherproblem (you mayalso needtotell yourregulardoctors)
e Leavethestudybeforeitisfinished
e Expressaconcernabout the study

Principal Investigator:
Mailing Address:
Telephone:

Study Coordinator:
Mailing Address:
Telephone:
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Insert Pland study coordinator names, addresses, and phone numbers. Duplicateand/oreditthe contactinformation
headings as necessary toinclude all appropriate contact personnel.

You may also express aconcernabouta study by contacting the Institutional Review Board listed below.
INSERT SITE’S IRB INFORMATION HERE

If you are concerned about a possible violation of your privacy or concerned about a study you may contact the

INSTITUTION’S PRIVACY OFFICER at CONTACT INFORMATION.

When you call or write about a concern, please provide as much information as possible, including the name of the
researcher, the IRB number (located INDICATE LOCATION OF IRBNUMBER ON CONSENTFORM ), and details about
the problem. This will help University officials to look into your concern. When reporting a concern, you do not
haveto giveyourname unless you want to.

11. RECORD OF INFORMATION PROVIDED
11.1 Whatdocuments will be givento me?
Your signature inthe nextsection means thatyou have received copies of all of the following documents:
o This"Consentto be Part of a Research Study" document. (Note: In addition to the copy you receive,
copies of this document will be stored in a separate confidential research file and may be entered into your
regular medical record.)
o Asealedpacket of information to provide to your kidney donor candidate(s)

12. SIGNATURES
Consent/Assentto Participate in the Research Study

| understand the information printed on thisform. I have discussed this study, its risks and potential benefits,
and my other choices with {Study Team MemberName/s}. My questions sofarhave been answered. |
understand thatif | have more questions or concerns about the study or my participation as a research
participant, | may contact one of the people listedin Section 10 (above). | understand that | will receive a copy of
thisformat the time | signitand lateruponrequest. lunderstand thatif my ability to consentor assentfor
myself changes, either | or my legal representative may be asked to re-consent priorto my continued
participationinthisstudy.

Legal Name:
Signature:
Date of Signature (mm/dd/yy):
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Principal Investigator or Designee

| have provided this participantand/or his/herlegally authorized representative(s) with information about this study
that | believeto be accurate and complete. The participantand/or his/herlegally authorized representative(s) indicated
that he or she understands the nature of the study, including risks and benefits of participating.

Legal Name:
Title:
Signature:
Date of Signature (mm/dd/yy):
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